In the Claims: 

Please amend the claims as follows: 

1 . (currently amended) A -An oral device for controlled drug release, comprising: 
a reservoir containing a drug; md 

an electronic drug release mechanism, for providing said controlled drug release ^: and 
an oral anchoring element, for configuring the oral device t h e d e vic e b e ing adapt e d for 
insertion to an oral cavity of a subject. 

2. (original) The device of claim 1, wherein said electronic drug release mechanism 
further includes: 

a control unit, for controlling said controlled release; 

an electro-mechanical release mecheinism, which opens to allow the release of said 
drug, responsive to commands from said control unit; and 

a power source, for powering said control unit and electromechanical release 
mechanism. 

3. (original) The device of claim 2, wherein said control unit is selected from the 
group consisting of a dedicated electronic circuitry, a processor, an ASIC, and a 
microcomputer. 

4. (original) The device of claim 1, wherein said device for controlled drug release 
further includes a timing device, selected from the group consisting of a timer, a clock, a 
calendar, and a combination thereof. 

5. (original) The device of claim 1, and further including at least one local sensor, 
integrated with said device. 

6. (original) The device of claim 5, and further including at least two local sensors, 
integrated with said device. 



7. (original) The device of claim 5, wherein said at least one local sensor is a 
physiological sensor, for drug release responsive to measurements of said sensor. 

8. (original) The device of claim 7, wherein said local physiological sensor is 
selected from the group consisting of a sensor for drug concentration in the saliva, a sensor 
for glucose concentration in the seiliva, a sensor for a metabolite concentration in the saliva, a 
sensor for an electrolyte concentration in the saliva, a sensor for the pH level in the saliva, a 
sensor for the temperature in the oral cavity, a heartbeat sensor, a heart rate sensor, and a 
snoring sensor, 

9. (original) The device of claim 5, wherein said at least one local sensor is a status 
sensor, for ensuring that the device is in proper operating condition. 

10. (original) The device of claim 9, wherein said local status sensor is selected from 
the group consisting of a sensor for remaining drug in the drug reservoir, a sensor for drug 
flow rate, a sensor for power source condition, and a sensor for short-circuit detection. 

1 1 . (original) The device of claim 1 , and further including at least one 
communication component, selected from the group consisting of a receiver, a transmitter, 
and a transceiver. 

12. (original) The device of claim 11, wherein said conmiunication component 
provides communication with a personal extracorporeal system. 

13. (original) The device of claim 12, wherein said personal extracorporeal system is 
selected from the group consisting of a remote control unit, a computer system, a telephone, a 
mobile phone, a palmtop, a PDA, a laptop, and a combination thereof. 

14. (original) The device of claim 13, wherein said personal extracorporeal system is 
adapted to provide communication between said device and a monitoring center. 

15. (original) The device of claim 1 1, wherein said communication component 
provides conmiunication with at least one remote sensor. 
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16. (original) The device of claim 15, wherein said remote sensor is selected from 
the group consisting of a sensor for drug concentration in the blood, a sensor for glucose 
concentration in the blood, a sensor for a metabolite concentration in the blood, a sensor for 
an electrolyte concentration in the blood, a sensor for oxygen level in the blood, a sensor for 
the pH level in the blood, a sensor for drug concentration in the interstitial fluid, a sensor for 

* glucose concentration in the interstitial fluid, a sensor for a metabolite concentration in the 

interstitial fluid, a sensor for an electrolyte concentration in the interstitial fluid, a sensor for 
oxygen level in the interstitial fluid, a sensor for the pH level in the interstitial fluid, a sensor 
for drug concentration in the sweat, a temperature sensor, a heartbeat sensor, a heart rate 
sensor, and a snoring sensor, 

17. (original) The device of claim 1, wherein said device further includes at least one 
drug-transfer component for increased drug transfer through a biological barrier, by a process 
selected from the group consisting of iontophoresis, electroosmosis, electrophoresis, 
electroporation, sonophoresis, and ablation. 

18. (original) The device of claim 1, wherein said drug release mechanism provides 
said controlled drug release in a manner selected from the group consisting of release in 
accordance with a preprogrammed schedule, release at a controlled rate, delayed release, 
pulsatile release, chronotherapeutic release, closed-loop release, responsive to a sensor's input, 
release on demand from a personal extracorporeal system, release in accordance with a 
schedule specified by a personal extracorporeal system, release on demand from a monitoring 
center, via a personal extracorporeal system, and release in accordance with a schedule 
specified by a monitoring center, via a personal extracorporeal system. 

19. (original) The device of claim 1, and further including at least two drug 
reservoirs. 

20. (original) The device of claim 1, wherein said drug is in nano-size particles. 

21. (original) The device of claim 1, wherein said device is mounted on a dental 
implement, designed for the oral cavity of the subject. 
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22. (currently amended) The device of claim-34- 1, wherein said oral anchoring 
element is a dental implementi4s selected from the group consisitng consisting of a prosthetic 
tooth crown, a dental bridge, a dental three-unit bridge, dental implant, partial dentures, full 
dentures, braces, a molar band, a night guard, and a mouth guard. 

23. (currently amended) The device of claim 1, wherein sai d dovicc is mount e d on an 
anchor that may b e s e cur e d to th e oral mucosa or the jawbon e oral anchoring element is 
selected from the group consisting of an anchor, configured for securing to the oral mucosa, 
and an anchor configured for securing to a jawbone . 

24. (canceled) 

25. (original) The device of claim 1, wherein said device is adapted to be removably 
inserted to the oral cavity of the subject. 

26. (currently amended) The device of claim 1, wherein said device is adapted to be 
p e rman e tly permanently inserted to the oral cavity of the subject. 

27. (currently amended) The device of claim 4- 22, wherein said device is adapted to 
be p e rman e tly permanently inserted te- in the oral cavity of the subject, and said device 
further includes a removable component, which houses at least one of said drug reservoir and 
said power source , said removable component being accessible without an invasive 
procedure . 

28. (currently amended) A method of controlled drug release, comprising: 
providing a d e vice for controll e d drug r e l e ase, which comprises a r e s e rvoir containing 

a drug and an e lectronic drug r e l e as e m e chanism for controllably releasing said drug an oral 
device for controlled drug release, which comprises: 

a reservoir containing a drug: 

an electronic drug release mechanism, for providing said controlled drug 

release: and 

an oral anchoring element, for configuring the oral device for insertion to an 
oral cavity of a subject : and 
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inserting said oral d evice to aa -the oral cavity of a subject. 

29. (original) The method of claim 28, wherein said electronic drug release 
mechanism further includes: a control imit, for controlling said controlled release; an 
electromechanical release mechanism, which opens to allow the release of said drug, 
responsive to commands from said control unit; and a power source, for powering said control 
unit and electromechanical release mechanism. 

30. (original) The method of claim 29, wherein said control unit is selected from the 
group consisting of a dedicated electronic circuitry, a processor, an ASIC, and a 
microcomputer. 

31. (original) The method of claim 28, wherein said device for controlled drug 
release further includes a timing device, selected from the group consisting of a timer, a clock, 
a calendar, and a combination thereof. 

32. (original) The method of claim 28, and further including at least one local sensor, 
integrated with said device. 

33. (original) The method of claim 32, and further including at least two local 
sensors, integrated with said device. 

34. (original) The method of claim 32, wherein said at least one local sensor is a 
physiological sensor, for drug release responsive to measurements of said sensor. 

35. (Original) The method of claim 34, wherein said local physiological sensor is 
selected from the group consisting of a sensor for drug concentration in the saliva, a sensor 
for glucose concentration in the saliva, a sensor for a metabolite concentration in the saliva, a 
sensor for an electrolyte concentration in the saliva, a sensor for the pH level in the saliva, a 
sensor for the temperature in the oral cavity, a heartbeat sensor, a heart rate sensor, and a 
snoring sensor. 



36. (original) The method of claim 32, wherein said at least one local sensor is a 
status sensor, for ensuring that the device is in proper operating condition. 

37. (original) The method of claim 36, wherein said local status sensor is selected 
from the group consisting of a sensor for remaining drug in the drug reservoir, a sensor for 
drug flow rate, a sensor for power source condition, and a sensor for short-circuit detection. 

38. (original) The method of claim 28, and further including at least one 
communication component, selected from the group consisting of a receiver, a transmitter, 
and a transceiver. 

39. (original) The method of claim 38, wherein said communication component 
provides communication with a personal extracorporeal system. 

40. (original) The method of claim 39, wherein said personal extracorporeal system is 
selected from the group consisting of a remote control unit, a computer system, a telephone, a 
mobile phone, a palmtop, a PDA, a laptop, and a combination thereof. 

41 . (original) The method of claim 40, wherein said personal extracorporeal system is 
adapted to provide communication between said device and a monitoring center. 

42. (original) The method of claim 38, wherein said communication component 
provides commimication with at least one remote sensor. 

43. (original) The method of claim 42, wherein said remote sensor is selected from 
the group consisting of a sensor for drug concentration in the blood, a sensor for glucose 
concentration in the blood, a sensor for a metabolite concentration in the blood, a sensor for 
an electrolyte concentration in the blood, a sensor for oxygen level in the blood, a sensor for 
the pH level in the blood, a sensor for drug concentration in the interstitial fluid, a sensor for 
glucose concentration in the interstitial fluid, a sensor for a metabolite concentration in the 
interstitial fluid, a sensor for an electrolyte concentration in the interstitial fluid, a sensor for 
oxygen level in the interstitial fluid, a sensor for the pH level in the interstitial fluid, a sensor 
for drug concentration in the sweat, temperature sensor, a heartbeat sensor, a heart rate sensor. 



t 



8 

and a snoring sensor. 

44. (original) The method of claim 28, wherein said device further includes at least 
one drug-transfer component for increased drug transfer through a biological barrier, by a 
process selected from the group consisting of iontophoresis, electroosmosis, electrophoresis, 
electroporation, sonophoresis, and ablation. 

45. (original) The method of claim 28, wherein said drug release mechanism provides 
said controlled drug release in a manner selected from the group consisting of release in 
accordance with a preprogrammed schedule, release at a controlled rate, delayed release, 
pulsatile release, chronotherapeutic release, closed-loop release, responsive to a sensor's input, 
release on demand from a personal extracorporeal system, release in accordance with a 
schedule specified by a personfd extracorporeal system, release on demand from a monitoring 
center, via a personal extracorporeal system, and release in accordance with a schedule 
specified by a monitoring center, via a personal extracorporeal system. 

46. (original) The method of claim 28, and further including at least two drug 
reservoirs. 

47. (original) The method of claim 28, wherein said drug is in nano-size particles. 

48. (original) The method of claim 28, wherein said device is mounted on a dental 
implement, designed for the oral cavity of the subject. 

49. (currently amended) The method of claim 4& 28, wherein said oral anchoring 
element is a dental implementi4s selected from the group consisitng consisting of a prosthetic 
tooth crown, a dental bridge, a dental three-unit bridge, dental implant, partial dentures, full 
dentures, braces, a molar band, a night guard, and a mouth guard. 

* 

50. (currently amended) The method of cledm 28, wherein said d e vic e is mounted on 
an anchor that may b e s e cur e d to the oral mucosa or th e jawbon e , oral anchoring element is 

selected from the group consisting of an anchor, configured for securing to the oral mucosa, 
and an anchor configured for securing to a jawbone. 
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51. (canceled) 

52. (original) The method of claim 28, wherein said device is adapted to be 
removably inserted to the oral cavity of the subject. 

53. (original) The method of claim 28, wherein said device is adapted to be 
permanently inserted to the oral cavity of the subject. 

54. (currently amended) The method of claim 2& 49, wherein said device is adapted 
to be perman e tl y permanently inserted te- in the oral cavity of the subject, and said device 
further includes a removable component, which houses at least one of said drug reservoir and 
said power source , said removable component being accessible without an invasive 
procedure . 

55. (currently amended) A- An oral device for controlled drug release, comprising: 
a reservoir containing a drug; and 

a dental implement, for physicallv supporting said reservoir, said dental implement 
being designed to be inserted to the oral cavity of a subject ^ and adapted for supporting said 
drug res e rv^oir. 

56. (currently amended) The device of claim 55, wherein said dental implement is 
selected from the group consisitng consisting of a prosthetic tooth crown, a dental bridge, a 
dental three-unit bridge, dental implant, partial dentures, full dentures, braces, a molar band, a 
night guard, and a mouth guard. 

57. (original) The device of claim 55, wherein said dental implement is designed to 
be removably inserted to the oral cavity of a subject. 

58. (original) The device of claim 55, wherein said dentail implement is designed to 
be permanently inserted to the oral cavity of a subject. 

59. (currently amended) The device of claim 55, wherein said dental implement is 
designed to be p e rman e tly permanently inserted te- in the oral cavity of the subject, and said 
dental implement further includes a removable component, which houses at least one of said 
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drug reservoir and said power sourc e, said removable component being accessible without an 
invasive procedure . 

60. (original) The device of claim 55, wherein said drug reservoir contains a drug is a 
dosage form for passive, controlled drug release. 

61 . (original) The device of claim 55, wherein said drug reservoir contains a drug is a 
dosage form of nano-size particles. 

62. (original) The device of claim 55, and further including an electronic drug release 
mechanism. 

63. (original) The device of claim 62, wherein said drug is in a controlled release 
dosage form for a combination of electronic and passive controlled release. 

64. (original) The device of claim 63, and further including at least two drug 
reservoirs. 

65. (original) The device of claim 55, wherein said electronic drug release 
mechanism further includes; 

a control unit, for controlling said controlled release; 

an electromechanical release mechanism, which opens to allow the release of said 
drug, responsive to commands from said control imit; and 

a power source, for powering said control unit and electromechanical release 
mechanism. 

66. (original) The device of claim 65, wherein said control unit is selected from the 
group consisting of a dedicated electronic circuitry, a processor, an ASIC, and a 
microcomputer. 

67. (original) The device of claim 55, wherein said device for controlled drug release 
further includes a timing device, selected from the group consisting of a timer, a clock, a 
calendar, and a combination thereof. 
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68. (original) The device of claim 55, and fiirther including at least one local sensor, 
integrated with said device. 

69. (original) The device of claim 68, wherein said at least one local sensor is a 
physiological sensor, for drug release responsive to measurements of said sensor. 

70. (original) The device of claim 69, wherein said local physiological sensor is 
selected from the group consisting of a sensor for drug concentration in the saliva, a sensor 
for glucose concentration in the saliva, a sensor for a metabolite concentration in the saliva, a 
sensor for an electrolyte concentration in the saliva, a sensor for the pH level in the saliva, a 
sensor for the temperature in the oral cavity, a heartbeat sensor, a heart rate sensor, and a 
snoring sensor. 

71 . (original) The device of claim 68, wherein said at least one local sensor is a status 
sensor, for ensuring that the device is in proper operating condition. 

72. (original) The device of claim 71, wherein said local status sensor is selected 
from the group consisting of a sensor for remaining drug in the drug reservoir, a sensor for 
drug flow rate, a sensor for power source condition, and a sensor for short-circuit detection. 

73. (original) The device of claim 55, and further including at least two local sensors, 
integrated with said device. 

74. (original) The device of claim 55, and further including at least one 
conmixmication component, selected from the group consisting of a receiver, a transmitter, 
and a transceiver. 

75. (original) The device of claim 74, wherein said communication component 
provides communication with a personal extracorporeal system. 

76. (original) The device of claim 75, wherein said local extracorpore£il system is 
selected from the group consisting of a remote control unit, a computer system, a telephone, a 
mobile phone, a palmtop, a PDA, a laptop, and a combination thereof. 
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77. (original) The device of claim 76, wherein said personal extracorporeal system is 
adapted to provide communication between said device and a monitoring center. 

78. (original) The device of claim 74, wherein said commxmication component 
provides communication with at least one remote sensor. 

79. (original) The device of claim 78, wherein said remote sensor is selected from 
the group consisting of a sensor for drug concentration in the blood, a sensor for glucose 
concentration in the blood, a sensor for a metabolite concentration in the blood, a sensor for 
an electrolyte concentration in the blood, a sensor for oxygen level in the blood, a sensor for 
the pH level in the blood, a sensor for drug concentration in the interstitial fluid, a sensor for 
glucose concentration in the interstitial fluid, a sensor for a metabolite concentration in the 
interstitial fluid, a sensor for an electrolyte concentration in the interstitial fluid, a sensor for 
oxygen level in the interstitial fluid, a sensor for the pH level in the interstitial fluid, a sensor 
for drug concentration in the sweat, a temperature sensor, a heartbeat sensor, a heart rate 
sensor, and a snoring sensor. 

80. (original) The device of claim 55, wherein said device further includes at least 
one drug-transfer component for increased drug transfer through a biological barrier, by a 
process selected from the group consisting of iontophoresis, electroosmosis, electrophoresis, 
electroporation, sonophoresis, and ablation. 

81 . (original) The device of claim 55, wherein said drug release mechanism provides 
said controlled drug release in a manner selected from the group consisting of release in 
accordance with a preprogrammed schedule, release at a controlled rate, delayed release, 
pulsatile release, chronotherapeutic release, closed-loop release, responsive to a sensor's input, 
release on demand from a personal extracorporeal system, release in accordance with a 
schedule specified by a personal extracorporeal system, release on demand from a monitoring 
center, via a personal extracorporeal system, and release in accordance with a schedule 
specified by a monitoring center, via a personal extracorporeal system. 

82. (original) The device of claim 55, wherein said drug is in nano-size particles. 
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83. (currently amended) A method of controlled drug release, comprising: 
providin g a device for controlled drug r e leas e , which compris e s a res e rv^oir containing 

a-^=ug an oral device for controlled drug release, which comprises: 

a reservoir containing a drug: and 

a dental implement for phvsicallv supporting said reservoir, said dental 
implement being designed to be inserted to the oral cavity of a subject ; and 

supporting said device in an oral cavity of a subject, on a d e ntal implem e nt, d e sign e d 
for insertion to th e oral cavity of a subj e ct and for supporting the devic e . 

inserting said oral device to the oral cavity of a subject. 

84. (currently amended) The method of claim 83, wherein said dental implement is 
selected from the group consisitng consisting of a prosthetic tooth crown, a dental bridge, a 
dental three-unit bridge, dental implant, partial dentures, full dentures, braces, a molar band, a 
night guard, and a mouth guard. 

85. (original) The method of claim 83, wherein said dental implement is designed to 
be removably inserted to the oral cavity of a subject. 

86. (original) The method of claim 83, wherein said dental implement is designed to 
be permanently inserted to the oral cavity of a subject. 

87. (currently amended) The method of claim 83, wherein said dental implement is 
designed to be pormanotl y permanently inserted te- in the oral cavity of the subject, and said 
dental implement further includes a removable component, which houses at least one of said 
drug reservoir and said power source , said removable component being accessible without an 
invasive procedure . 

88. (original) The method of claim 83, wherein isaid drug reservoir contains a drug is 
a dosage form for passive, controlled dmg release. 

89. (original) The method of claim 83, wherein said drug reservoir contains a drug is 
a dosage form of nano-size particles. 
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90. (original) The method of claim 83, and further including an electronic drug 
release mechanism. 

91 . (original) The method of claim 90, wherein said drug is in a controlled release 
dosage form for a combination of electronic and passive controlled release. 

92. (original) The method of claim 91, and further including at least two drug 
reservoirs. 

93. (original) The method of claim 83, wherein said electronic drug release 
mechanism further includes: 

a control unit, for controlling said controlled release; 

an electro-mechanical release mechanism, which opens to allow the release of said 
drug, responsive to commands from said control unit; and 

a power source, for powering said control unit and electromechanical release 
mechanism. 

94. (original) The method of claim 93, wherein said control unit is selected from the 
group consisting of a dedicated electronic circuitry, a processor, an ASIC, and a 
microcomputer. 

95. (original) The method of claim 83, wherein said device for controlled drug 
release further includes a timing device, selected from the group consisting of a timer, a clock, 
a calendar, and a combination thereof. 

96. (original) The method of claim 83, and further including at least one local sensor, 
integrated with said device. 

97. (original) The method of claim 96, wherein said at least one local sensor is a 
physiological sensor, for drug release responsive to measurements of said sensor. 

98. (original) The method of claim 97, wherein said local physiological sensor is 
selected from the group consisting of a sensor for drug concentration in the saliva, a sensor 
for glucose concentration in the saliva, a sensor for a metabolite concentration in the saliva, a 
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sensor for an electrolyte concentration in the saliva, a sensor for the pH level in the saliva, a 
sensor for the temperature in the oral cavity, a heartbeat sensor, a heart rate sensor, and a 
snoring sensor. 

99. (original) The method of claim 96, wherein said at least one local sensor is a 
status sensor, for ensuring that the device is in proper operating condition. 

100. (original) The method of claim 99, wherein said local status sensor is selected 
from the group consisting of a sensor for remaining drug in the drug reservoir, a sensor for 
drug flow rate, a sensor for power source condition, and a sensor for short-circuit detection. 

101 . (original) The method of claim 83, and further including at least two local 
sensors, integrated with said device. 

102. (original) The method of claim 83, and further including at least one 
communication component, selected from the group consisting of a receiver, a transmitter, 
and a transceiver. 

103. (original) The method of claim 102, wherein said communication component 
provides communication with a personal extracorporeal system. 

104. (original) The method of claim 103, wherein said local extracorporeal system is 
selected from the group consisting of a remote control unit, a computer system, a telephone, a 
mobile phone, a palmtop, a laptop, and a combination thereof. 

105. (original) The method of claim 104, wherein said personal extracorporeal 
system is adapted to provide communication between said device and a monitoring center. 

106. (original) The method of claim 102, wherein said commimication component 
provides conmiunication with at least one remote sensor. 

107. (original) The method of claim 106, wherein said remote sensor is selected from 
the group consisting of a sensor for drug concentration in the blood, a sensor for glucose 
concentration in the blood, a sensor for a metabolite concentration in the blood, a sensor for 
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an electrolyte concentration in the blood, a sensor for oxygen level in the blood, a sensor for 
the pH level in the blood, a sensor for drug concentration in the interstitial fluid, a sensor for 
glucose concentration in the interstitial fluid, a sensor for a metabolite concentration in the 
interstitial fluid, a sensor for an electrolyte concentration in the interstitial fluid, a sensor for 
oxygen level in the interstitial fluid, a sensor for the pH level in the interstitial fluid, a sensor 
for drug concentration in the sweat, a temperature sensor, a heartbeat sensor, a heart rate 
sensor, and a snoring sensor. 

108. (original) The method of claim 83, wherein said device further includes at least 
one drug-transfer component for increased drug transfer through a biological barrier, by a 
process selected from the group consisting of iontophoresis, electroosmosis, electrophoresis, 
electroporation, sonophoresis, and ablation. 

109. (original) The method of claim 83, wherein said drug release mechanism 
provides said controlled drug release in a manner selected from the group consisting of 
release in accordance with a preprogrammed schedule, release at a controlled rate, delayed 
release, pulsatile release, chronotherapeutic release, closed-loop release, responsive to a 
sensor's input, release on demand from a personal extracorporeal system, release in 
accordance with a schedule specified by a personal extracorporeal system, release on demand 
from a monitoring center, via a personal extracorporeal system, and release in accordance 
with a schedule specified by a monitoring center, via a personal extracorporeal system. 

110. (original) The method of claim 83, wherein said drug is in nano-size particles. 



